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and risks from the use of oral contra-
ceptives. 

(10) Information on precautions the 
patients should observe while taking 
oral contraceptives, including the fol-
lowing: 

(i) A statement of risks to the moth-
er and unborn child from the use of 
oral contraceptives before or during 
early pregnancy; 

(ii) A statement concerning excretion 
of the drug in human milk and associ-
ated risks to the nursing infant; 

(iii) A statement about laboratory 
tests which may be affected by oral 
contraceptives; and 

(iv) A statement that identifies ac-
tivities and drugs, foods, or other sub-
stances the patient should avoid be-
cause of their interactions with oral 
contraceptives. 

(11) Information about how to take 
oral contraceptives properly, including 
information about what to do if the pa-
tient forgets to take the product, infor-
mation about becoming pregnant after 
discontinuing use of the drug, a state-
ment that the drug product has been 
prescribed for the use of the patient 
and should not be used for other condi-
tions or given to others, and a state-
ment that the patient’s pharmacist or 
practitioner has a more technical leaf-
let about the drug product that the pa-
tient may ask to review. 

(12) A statement of the possible bene-
fits associated with oral contraceptive 
use. 

(13) The following information about 
the drug product and the patient pack-
age insert: 

(i) The name and place of business of 
the manufacturer, packer, or dis-
tributor, or the name and place of busi-
ness of the dispenser of the product. 

(ii) The date, identified as such, of 
the most recent revision of the patient 
package insert placed prominently im-
mediately after the last section of the 
labeling. 

(d) Other indications. The patient 
package insert may identify indica-
tions in addition to contraception that 
are identified in the professional label-
ing for the drug product. 

(e) Labeling guidance texts. The Food 
and Drug Administration issues infor-
mal labeling guidance texts under 
§ 10.90(b)(9) of this chapter to provide 

assistance in meeting the requirements 
of this section. A request for a copy of 
the guidance texts should be directed 
to the Center for Drug Evaluation and 
Research, Division of Metabolism and 
Endocrine Drug Products (HFD–510), 
Food and Drug Administration, 5600 
Fishers Lane, Rockville, MD 20857. 

(f) Requirement to supplement approved 
application. Holders of approved appli-
cations for oral contraceptive drug 
products that are subject to the re-
quirements of this section are required 
to submit supplements under § 314.70(c) 
of this chapter to provide for the label-
ing required by this section. Such la-
beling may be put into use without ad-
vance approval by the Food and Drug 
Administration. 

[54 FR 22587, May 25, 1989] 

§ 310.502 Certain drugs accorded new 
drug status through rulemaking 
procedures. 

(a) The drugs listed in this paragraph 
have been determined by rulemaking 
procedures to be new drugs within the 
meaning of section 201(p) of the act. An 
approved new drug application under 
section 505 of the act and part 314 of 
this chapter is required for marketing 
the following drugs: 

(1) Aerosol drug products for human 
use containing 1,1,1-trichloroethane. 

(2) Aerosol drug products containing 
zirconium. 

(3) Amphetamines (amphetamine, 
dextroamphetamine, and their salts, 
and levamfetamine and its salts) for 
human use. 

(4) Camphorated oil drug products. 
(5) Certain halogenated salicyl-

anilides (tribromsalan (TBS, 3,4′,5-tri-
bromosalicylanilide), dibromsalan 
(DBS, 4′, 5-dibromosalicylanilide), 
metabromsalan (MBS, 3, 5-dibromo-
salicylanilide), and 3,3′, 4,5′-tetra-
chlorosalicylanilide (TC-SA)) as an in-
gredient in drug products. 

(6) Chloroform used as an ingredient 
(active or inactive) in drug products. 

(7) Cobalt preparations intended for 
use by man. 

(8) Intrauterine devices for human 
use for the purpose of contraception 
that incorporate heavy metals, drugs, 
or other active substances. 

(9) Oral prenatal drugs containing 
fluorides intended for human use. 
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(10) Parenteral drug products in plas-
tic containers. 

(11) Sterilization of drugs by irradia-
tion. 

(12) Sweet spirits of nitre drug prod-
ucts. 

(13) Thorium dioxide for drug use. 
(14) Timed release dosage forms. 
(15) Vinyl chloride as an ingredient, 

including propellant, in aerosol drug 
products. 

(b) [Reserved] 

[62 FR 12084, Mar. 14, 1997, as amended at 64 
FR 401, Jan. 5, 1999] 

§ 310.503 Requirements regarding cer-
tain radioactive drugs. 

(a) On January 8, 1963 (28 FR 183), the 
Commissioner of Food and Drugs ex-
empted investigational radioactive new 
drugs from part 312 of this chapter pro-
vided they were shipped in complete 
conformity with the regulations issued 
by the Nuclear Regulatory Commis-
sion. This exemption also applied to in-
vestigational radioactive biologics. 

(b) It is the opinion of the Nuclear 
Regulatory Commission, and the Food 
and Drug Administration that this ex-
emption should not apply for certain 
specific drugs and that these drugs 
should be appropriately labeled for uses 
for which safety and effectiveness can 
be demonstrated by new drug applica-
tions or through licensing under the 
Public Health Service Act (42 U.S.C. 262 
et seq.) in the case of biologics. Contin-
ued distribution under the investiga-
tional exemption when the drugs are 
intended for established uses will not 
be permitted. 

(c) Based on its experience in regu-
lating investigational radioactive 
pharmaceuticals, the Nuclear Regu-
latory Commission has compiled a list 
of reactor-produced isotopes for which 
it considers that applicants may rea-
sonably be expected to submit ade-
quate evidence of safety and effective-
ness for use as recommended in appro-
priate labeling. Such use may include, 
among others, the uses in this tabula-
tion: 

Isotope Chemical form Use 

Chromium 51 ... Chromate ................ Spleen scans. 
Do ............. ......do ...................... Placenta localiza-

tion. 

Isotope Chemical form Use 

Do ............. ......do ...................... Red blood cell label-
ing and survival 
studies. 

Do ............. Labeled human 
serum albumin.

Gastrointestinal pro-
tein loss studies. 

Do ............. ......do ...................... Placenta localiza-
tion. 

Do ............. Labeled red blood 
cells.

Do. 

Cobalt 58 or 
Cobalt 60.

Labeled cyano-
cobalamin.

Intestinal absorption 
studies. 

Gold 198 .......... Colloidal .................. Liver scans. 
Do ............. ......do ...................... Intracavitary treat-

ment of pleural ef-
fusions and/or as-
cites. 

Do ............. ......do ...................... Interstitial treatment 
of cancer. 

Iodine 131 ....... Iodide ...................... Diagnosis of thyroid 
functions. 

Do ............. ......do ...................... Thyroid scans. 
Do ............. ......do ...................... Treatment of hyper-

thyroidism and/or 
cardiac dysfunc-
tion. 

Do ............. ......do ...................... Treatment of thyroid 
carcinoma. 

Do ............. Iodinated human 
serum albumin.

Blood volume deter-
minations. 

Do ............. ......do ...................... Cisternography. 
Do ............. ......do ...................... Brain tumor localiza-

tion. 
Do ............. ......do ...................... Placenta localiza-

tion. 
Do ............. ......do ...................... Cardiac scans for 

determination of 
pericardial effu-
sions. 

Do ............. Rose Bengal ........... Liver function stud-
ies. 

Do ............. ......do ...................... Liver scans. 
Do ............. Iodopyracet, sodium 

iodohippurate, so-
dium diatrizoate, 
diatrizoate methyl-
glucamine, so-
dium diprotrizoate, 
sodium 
acetrizoate, or so-
dium iothalamate.

Kidney function 
studies and kid-
ney scans. 

Do ............. Labeled fats and/or 
fatty acids.

Fat absorption stud-
ies. 

Do ............. Cholografin ............. Cardiac scans for 
determination of 
pericardial effu-
sions. 

Do ............. Macroaggregated io-
dinated human 
serum albumin.

Lung scans. 

Do ............. Colloidal micro-
aggregated 
human serum al-
bumin.

Liver scans. 

Iodine 125 ....... Iodide ...................... Diagnosis of thyroid 
function. 

Do ............. Iodinated human 
serum albumin.

Blood volume deter-
minations. 

Do ............. Rose Bengal ........... Liver function stud-
ies. 
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